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DETAILED ACTION 

Claims 1-36 are pending in tlie present application. 

Applicant's election with traverse of Group I (claims 1-11) and SEQ ID N0:1 in 
the reply filed on 1/22/08 is acknowledged. The traversal is on the ground(s) that an 
isolated nucleic acid molecule comprising SEQ ID NO:1 and an isolated nucleic acid 
molecule encoding SEQ ID N0:2 provide different definitions of the same disclosed 
invention and that search and examination of both SEQ ID N0:1 and SEQ ID N0:2 
would not create a serious burden for the examiner. Additionally, Applicant argues that 
SEQ ID NOS: 1-4 all share a technical relationship linking them to form a single general 
inventive concept because LGF1 is encoded by both SEQ ID NOS: 1 and 3, and that 
the protein sequence of SEQ ID N0:2 is identical to that of SEQ ID N0:4 except that 
SEQ ID N0:2 lacks the first 134 amino acids at the N-terminus of SEQ ID N0:4. 
Applicant further argues that claims 12-13 of Group II with respect to SEQ ID NOS:2 
and 4, should be examined with and not restricted from the claims of Group I because 
they have unity of invention. 

Upon further consideration, the examiner will examine claims drawn to an 
isolated nucleic acid molecule comprising SEQ ID N0:1, an isolated nucleic acid 
molecule comprising SEQ ID N0:3 as well as isolated nucleic acid molecules encoding 
SEQ ID N0:2 and SEQ ID NO:4, a vector, a host cell comprising the same and a 
method for producing a polypeptide using the same. Therefore, most of Applicant's 
above arguments are moot. With respect to Applicant's request for rejoining claims 12- 
13 of Group II together with claims of Group I, an isolated nucleic acid molecule of 
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Group I and an isolated polypeptide of Group II are different structurally and chemically 
one from the other. For example, at least an isolated nucleic acid molecule of Group I is 
composed of nucleotides while an isolated polypeptide of Group II is made up of amino 
acid residues; and therefore they lack the same or corresponding special technical 
feature. 

It is also noted that Applicants did not traverse the restriction with respect to 
other Groups (Groups lll-XI) as set forth in the Office action mailed on 12/26/07 (pages 
2-8). 

The requirement is still deemed proper and is therefore made FINAL. 

Accordingly, claims 12-36 are withdrawn from further consideration because they 
are directed to non-elected inventions. 

Claims 1-11 are examined on the merits herein with respect to an isolated 
nucleic acid molecule comprising SEQ ID N0:1, an isolated nucleic acid molecule 
comprising SEQ ID NQ:3 as well as isolated nucleic acid molecules encoding SEQ ID 
N0:2 and SEQ ID N0:4. a vector, a host cell comprising the same and a first method of 
use for producing a polvpeptide using the same . 

Priority 

The present application is a 371 of PCT/KR03/021 61, filed on 10/16/2003, which 
claims benefit of 60/419,911, filed on 10/18/2002; 60/419,912, filed on 10/18/2002; 
60/420,088, filed on 10/18/2002; 60/434,243, filed on 12/16/2002; 60/434,278, filed on 
12/16/2002; and 60/438,278, filed on 01/03/2003. 
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Upon review of the specifications of the above provisional applications and 
comparison with the specification of the present application, it is determined that with 
respect to the elected invention claims 1-11 are only entitled at best to the effective 
filing date of 12/16/2002 because SEQ ID NOs. 1-4 were first disclosed in the 
specification of the provisional application 60/434,278. 

Claim Objections 

Claims 1-11 are objected to because they contain embodiments directed to non- 
elected inventions (e.g., SEQ ID NOs. 5-16). Appropriate correction is required. 

Written Description 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification sliall contain a written description of the invention, and of the manner and process of 
malting and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1 and 5-11 are rejected under 35 U.S.C. 112, first paragraph, as 

containing subject matter which was not described in the specification in such a way as 
to reasonably convey to one skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed invention. 

Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111 (Fed. Cir. 1991), clearly states that 
"applicant must convey with reasonable clarity to those skilled in the art that, as of the 
filing date sought, he or she was in possession of the invention. The invention is, for 
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purposes of the 'written description' inquiry, whatever is now claimed." Vas-Cath Inc. v. 
IVIahurkar . 19USPQ2d at 1117. The specification does not "clearly allow persons of 
ordinary skill in the art to recognize that [he or she] invented what is claimed." Vas-Cath 
Inc. V. Mahurkar . 1 9USPQ2d at 1 1 1 6. 

With respect to the elected invention, an embodiment of the instant broadly 
claimed invention is drawn to an isolated nucleic acid molecule that encodes a protein 
that is expressed in cancer and that exhibits at least about 75% nucleotide sequence 
identity over the entire contiguous sequence of SEQ ID NOs. 1 and 3 as well as its 
complement; a vector and a host cell comprising the same isolated nucleic acid 
molecule and a method for producing a polypeptide comprising culturing the same 
recombinant host cell. 

Apart from disclosing SEQ ID N0:1 (encoding SEQ ID N0:2) and SEQ ID N0:3 
(encoding SEQ ID N0:4) which are significantly upregulated in cancer tissue samples 
compared to samples from corresponding normal tissues , the instant speciation fails to 
provide any description for other nucleic acid molecules that are expressed in 
cancer and that exhibit at least about 75% nucleotide sequence identity over the 
entire contiguous sequence of SEQ ID NO:1 and/or SEQ ID N0:4. encompassing 
nucleic acid molecules containing naturally occurring allelic variants and 
mutations (insertions, deletions, substitutions) . For examples, what are the 
detailed essential characteristics or elements possessed bv these other nucleic acid 
molecules as broadly claimed? The instant disclosure does not reasonably convey to a 
skilled artisan at the time the invention was made that Applicant was in possession of 
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a representative number of species for a broad genus of an isolated nucleic acid 
molecule that encodes a protein that is expressed in cancer and that exhibits at 
least about 75% nucleotide sequence identity over the entire contiguous 
sequence of SEQ ID NOs. 1 and 3 as well as its complement: a vector and a host 
cell comprising the same as claimed . 

The claimed invention as a whole is not adequately described if the claims 
require essential or critical elements that are not adequately described in the 
specification. Possession may be shown by actual reduction to practice, clear depiction 
of the invention in a detailed drawing, or by describing the invention with sufficient 
relevant identifying characteristics such that a person skilled in the art would recognize 
that the inventor had possession of the claimed invention. Pfaff v. Wells Electronics. 
Inc. . 48 USPQ2d 1641, 1646 (1998). The skilled artisan cannot fully envision the 
detailed structure for a representative number of species for a broad genus of an 
isolated nucleic acid molecule that encodes a protein that is expressed in cancer 
and that exhibits at least about 75% nucleotide seguence identity over the entire 
contiguous sequence of SEQ ID NOs. 1 and 3 as well as its complement: a vector 
and a host cell comprising the same isolated nucleic acid molecule as claimed, 
and therefore conception is not achieved until reduction to practice has occurred. 
Adequate written description requires more than a mere statement that it is part of the 
invention and reference to a potential method of isolating or characterizing it. See Fiers 
V. Revel, 25 USPQ2d 1601, 1606 (Fed. Cir. 1993) and Amgen Inc. v. Chugai 
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Pharmaceutical Co. Ltd., 18 USPQ2cl 1016 (Fed. Cir. 1991). One cannot describe what 
one has not conceived. See Fiddes v. Baird, 30 USPQ2d 1481 , 1483. 

Applicant is reminded that Vas-Cath makes clear that the written description 
provision of 35 U.S.C. §112 is severable from its enablement provision (see page 
1115). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the Invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only If the International application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1 and 5-8 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Venter et al. (WO 02/068579). 

Venter et al already disclosed a human transcript sequence comprising SEQ ID 
NO: 2062 that is 72.4 % (about 75% nucleotide sequence identity) to the entire SEQ ID 
N0:1 or 73.7% to the entire SEQ ID NO: 3 of the present invention (see at least SEQ ID 
NO: 2062; page 3, first two full paragraphs; Summary of the Invention; page 14, first full 
paragraph). Venter et al further taught that the disclosed human coding sequences will 
be of great value for a variety of commercial purposes, including the production of 
encoded proteins and the development of therapeutic proteins and protein targets for 
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human intervention typically involves identifying a protein that can serve as a target for 
the development of a small molecule modulator (see at last page 10, lines 18-30). The 
isolated nucleic acid molecule can be fused to other coding or regulatory sequences or 
contained in a vector or be maintained in heterologous host cells (page 17, line 27 
continues to line 10 of page 18). 

Accordingly, the teachings of Venter et al meet at least an embodiment (c) of the 
instant broad claims. Therefore, the reference anticipates the instant claims. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant Is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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Claims 1, 6 and 8-12 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Venter et al. (WO 02/068579) in view of Kuo et al. (EP 0150735). 

Venter et al already disclosed a human transcript sequence comprising SEQ ID 
NO: 2062 that is 72.4 % (about 75% nucleotide sequence identity) to the entire SEQ ID 
N0:1 or 73.7% to the entire SEQ ID NO: 3 of the present invention (see at least SEQ ID 
NO: 2062; page 3, first two full paragraphs; Summary of the Invention; page 14, first full 
paragraph). Venter et al further taught that the disclosed human coding sequences will 
be of great value for a variety of commercial purposes, including the production of 
encoded proteins and the development of therapeutic proteins and protein targets for 
human intervention typically involves identifying a protein that can serve as a target for 
the development of a small molecule modulator (see at last page 10, lines 18-30). The 
isolated nucleic acid molecule can be fused to other coding or regulatory sequences or 
contained In a vector or be maintained in heterologous host cells (page 17, line 27 
continues to line 1 0 of page 1 8). 

Venter et al do not teach specifically the use of either prokarvotic or eukarvotic 
host cells comprising SEQ ID NO: 2062 or a method for producing a polypeptide 
comprising culturing a host cell transformed with SEQ ID NO: 2062. even though the 

reference discloses explicitly that the disclosed human coding sequence will be of great 
value for a variety of commercial purposes including the production of the encoded 
protein . 

However, at the effective filing date of the present application Kuo et al already 
disclosed at least a method for the production of a heterologous protein, namely human 



Application/Control Number: 10/530,837 Page 10 

Art Unit: 1633 

Factor VIIIC, precursors and subunits thereof, by expression in a microorganism such 
as E. Coli; B. subtilis or a mammalian tissue culture cell such as COS cells, CV-1 cells 
(see at least Summary of the Invention on page 2; page 13, lines 6-17; page 15, lines 6- 
19). 

Accordingly, it would have been obvious for an ordinary skilled artisan to modify 
the teachings of Venter et al by also utilizing a prokaryotic host cell or a eukaryotic host 
cell for expressing a protein encoded by the human transcript comprising SEQ ID 
NO:2062 in light of the teachings of Kuo et al. 

An ordinary skilled artisan would have been motivated to carry out the above 
modification because a recombinant protein expression utilizing either a prokaryotic or a 
eukaryotic host cell is well known and well established in the prior art as shown at least 
by the teachings of Kuo et al which taught successfully the expression of human Factor 
VIIIC, precursors and subunits thereof in a microorganism or a mammalian tissue 
culture cell. 

An ordinary skilled artisan would have a reasonable expectation of success in 
light of the teachings of Venter et al., Kuo et al., coupled with a high level of skill of an 
ordinary skilled artisan in the relevant art. 

Therefore, the claimed invention as a whole was prima facie obvious in the 
absence of evidence to the contrary. 

Conclusions 

No claim is allowed. 
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Claims 2-4 are objected to as being dependent upon a rejected base claim, but 

would be allowable if rewritten in independent form including all of the limitations of the 

base claim and any intervening claims. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Quang Nguyen, Ph.D., whose telephone number is 
(571)272-0776. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
SPE, Joseph T. Woitach, Ph.D., may be reached at (571) 272-0739. 

To aid in correlating any papers for this application, all further 
correspondence regarding this application should be directed to Group Art Unit 
1633; Central Fax No. (571) 273-8300. 

Any inquiry of a general nature or relating to the status of this application 
or proceeding should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. 



/QUANG NGUYEN, Ph.D./ 
Primary Examiner, Art Unit 1633 



